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= = = 1D: 52299 Which of the following statements regarding health product advertising regulations in Canada is true? 
= = hoani 
[a] [aa] [as] Flag question Select one: 
= a [sepa redbsce Advertising Preclearance Agencies (APAs) are responsible for reviewing advertising materialsto = ¥ 
e] ensure compliance with the Food and Drugs Act (F&DA) 
= Preclearance of advertising by companies is mandatory in Canada * 
= Approved advertising is issued an Advertising Identification Number *% 


Products that are not approved by Health Canada can be advertised under certain conditions % 


TOPIC: The Canadian Healthcare System 


LEARNING OBJECTIVE: 
To identify the characteristics of medication advertising. 


BACKGROUND: 


Health Canada sets the standards for product advertising in Canada to ensure that advertisers do not 
produce false, misleading, or deceptive information and that advertisers follow the requirements set by the 
Food and Drugs Act (F&D). Compliance with the preclearance of advertising is voluntary in Canada, however, 
Health Canada strongly encourages all companies to preclear their materials prior to making them public. 
Advertising Preclearance Agencies (APAs) are independent agencies that review and preclear advertising 
materials to help companies comply with F&D requirements. Approved advertisements receive authorization 
to use the APA logo or an approval number, implying it complies with the applicable legislation, regulations, 
and Health Canada guidance documents. 


RATIONALE: 
Correct Answer: 
e Advertising Preclearance Agencies (APAs) are responsible for reviewing advertising materials to 


ensure compliance with the Food and Drugs Act (F&D) - Advertising preclearance agencies review 
advertising material for compliance before authorization. 


Incorrect Answers: 


* Preclearance of advertising by companies is mandatory in Canada - Compliance with the 
preclearance of advertising is voluntary in Canada, however, Health Canada strongly encourages all 
companies to preclear their materials prior to making them public. 


e Approved advertising is issued an Advertising Identification Number - Approved advertising is 
issued an approval number and/or authorization to use the APA logo or seal/mark; this indicates that 
the advertisement complies with the F&D. 


* Products that are not approved by Health Canada can be advertised under certain conditions - Only 
the products that are approved by Health Canada for sale can be advertised. 


TAKEAWAY/KEY POINTS: 


Advertising preclearance agencies are responsible for reviewing material before approving or denying it for 
public consumption 


REFERENCE: 


[1] Health Canada. Regulating Advertising of Health Products. http://www.he-sc.gc.ca/dhp- 
mps/pubs/medeff/_fs-if/2011-advert-publicite/index-eng.php. 


The correct answer is: Advertising Preclearance Agencies (APAs) are responsible for reviewing advertising 
materials to ensure compliance with the Food and Drugs Act (F&DA) 
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Which of the following statements regarding the Canadian Agency for Drugs and Technologies in Health 
(CADTH) is true? 


Select one: 


CADTH reviews drugs and makes reimbursement recommendations to the federal, provincial, and 4 
territorial drug plans, with the exception of Quebec 


CADTH is a government agency that funds all medical studies for formulary benefit molecules % 
CADTH provides patients with information regarding their health or medical conditions ® 
CADTH does not deliver assessment of the clinical evidence of health technologies ® 


TOPIC: The Canadian Healthcare System 


LEARNING OBJECTIVE: 
To identify key responsibilities of the Canadian Agency for Drugs and Technologies in Health (CADTH). 


BACKGROUND: 


CADTH is an independent, not-for-profit organization that was established by the federal, provincial, and 
territorial governments. It delivers advice and recommendations to decision-makers, helping them to make 
informed decisions about the optimal drug use and medical devices. As part of its responsibilities, CADTH 
makes drug reimbursement recommendations. CADTH's CDR (Common Drug Review) reviews drugs, delivers 
evidence, and makes reimbursement recommendations to the federal, provincial and territorial governments 
(except Quebec) so these governments can guide their funding decisions. The Health Technology Assessment 
(HTA) conducted by CADTH evaluates health technologies’ implications on the healthcare system and patient 
health. Some examples of HTA include diagnostic tests and medical devices. 


RATIONALE: 
Correct Answer: 


* CADTH reviews drugs and makes reimbursement recommendations to the federal, provincial, and 
territorial drug plans, with the exception of Quebec - As part of its responsibilities, CADTH makes 
drug reimbursement recommendations. 


Incorrect Answers: 


e CADTH is a government agency that funds all medical studies for formulary benefit molecules - 
CADTH does not fund studies for medications. Formulary benefit decisions are made after clinical 
studies. 


* CADTH provides patients with information regarding their health or medical conditions - CADTH 
does not provide medical advice to patients. 


* CADTH does not deliver assessment of the clinical evidence of health technologies - Through Health 
Technology Assessment, CADTH delivers a comprehensive assessment on health technologies. 


TAKEAWAY/KEY POINTS: 


CADTH delivers advice and recommendations to decision-makers via CDR and Health Technology 
Assessments, helping them make informed decisions about optimal drug use and medical devices. 


REFERENCE: 
[1] Canadian Agency for Drugs and Technologies in Health. About CADTH. https://www.cadth.ca/about-cadth. 


The correct answer is: CADTH reviews drugs and makes reimbursement recommendations to the federal, 
provincial, and territorial drug plans, with the exception of Quebec 


You just completed your co-op term at a large pharmaceutical company. You are trying to explain to 
your fellow pharmacy students the steps involved in getting a drug approved and added to the 
provincial/territorial formulary. 


What is the correct order of steps for this process? 


Select one: 
NOC/DIN Approval -New Drug Submission - Common Drug Review - Formulary addition 3 
Common Drug Review - NOC/DIN Approval - New Drug Submission - Formulary addition * 
New Drug Submission - NOC/DIN Approval - Formulary addition - Common Drug Review X 
New Drug Submission - NOC/DIN Approval - Common Drug Review - Formulary addition Y 


TOPIC: Drug Approval Process 


LEARNING OBJECTIVE: 
To identify the process of a formulary addition. 


Question #: 34 
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Notanswered 


BACKGROUND: 


The process of getting a drug approved and added to the provincial/territorial formulary consists of a few 
key steps. Firstly, a New Drug Submissions (NDS) is submitted to the Pharmaceutical Drugs Directorate (PDD) 
which is under the Health Products and Food Branch (HPFB) of Health Canada. Drugs that are approved are 
then given a Notice of Compliance (NOC) and a Drug Identification Number (DIN). The drug manufacturer 
can then request a Common Drug Review (CDR) to be done. This is a cost-analysis and cost-effectiveness 
review completed by the Canadian Agency for Drugs and Technologies (CADTH) with the help of the 
Canadian Expert Drug Committee (CDEC) or the pan-Canadian Oncology Drug Review (pCODR) Expert 
Review Committee (PERC). It assesses whether formulary addition would be beneficial. Recommendations are 
then released by CADTH and it is up to the provincial and territorial governments to decide whether or not 
this drug is to be included in publicly funded formularies 


RATIONALE: 
Correct Answer: 


* New Drug Submission - NOC/DIN Approval - Common Drug Review - Formulary addition - This 
is the correct order. 


Incorrect Answers: 


NOC/DIN Approval - New Drug Submission - Common Drug Review - Formulary addition - This 
order is incorrect. 


Common Drug Review - NOC/DIN Approval - New Drug Submission - Formulary addition - This 
order is incorrect. 


New Drug Submission - NOC/DIN Approval - Formulary addition - Common Drug Review - This 
order is incorrect. 


TAKEAWAY/KEY POINTS: 


The correct order of drug approval and addition to the provincial/territorial formulary is: New Drug 
Submission - NOC/DIN Approval - Common Drug Review - Formulary addition. 


REFERENCE: 


[1] CADTH Common Drug Review (CDR). CADTH. Canadian Agency for Drugs and Technologies in Health. 
CADTH Common Drug Review. Date modified: November 27, 2017, Accessed: February 23, 
2023. https://www.cadth.ca/submit-drug-cdr-review 


[2] Notice of Compliance - Health Products. Health Canada, Date modified: October 25, 2023. Accessed: 
February 23, 2023. https://www.canada.ca/en/health-canada/services/drugs-health-products/drug- 
producis/notice-compliance.html 


The correct answer is: New Drug Submission - NOC/DIN Approval - Common Drug Review - Formulary 
addition 


Through NNHPD, Health Canada is responsible for ensuring that Canadians have access to safe, high 
quality, and effective natural health products. 


What does NNHPD stand for? 


Select one: 
Natural and Non-prescription Health Products Database * 
Natural and Nonprescription Health Products Directorate Y 
Non-prescription and New Health Products Database X% 
New Natural Health Product Database * 


TOPIC: Canadian Healthcare System 


LEARNING OBJECTIVE: 


To understand which directorate oversees natural and non-prescription health products. 


BACKGROUND: 


NNHPD stands for Natural and Non-prescription Health Products Directorate. NHPD (Natural Health Product 
Directorate) has changed its name to NNHPD to include the oversight of non-prescription and disinfectant 
products plus natural health products (NHPs). NHPs are deemed those that are naturally occurring 
substances used to restore or maintain good health. They are often made from plants but can also be made 
from animals, microorganisms, and marine sources. They come in a wide variety of forms, such as tablets, 
capsules, tinctures, solutions, creams, ointments, and drops. Some of them include: 


e Vitamins and minerals 
e Herbal remedies 


+ Homeopathic medicines 


Question #: 35 


1D: 52338 
Not answered 


Ẹ Fag 


Send Fees 


e Traditional medicines, such as traditional Chinese medicines 
e Probiotics 


© Other products, such as amino acids and essential fatty acids 


RATIONALE: 


Correct Answer: 
+ Natural and Non-prescription Health Products Directorate - The acronym for the Natural and Non- 
prescription Health Products Directorate is NNHPD. 
Incorrect Answers: 


* Natural and Non-prescription Health Products Database - Natural and Non-prescription Health 
Products Database is not the correct definition. 


* Non-prescription and New Health Products Database - Non-prescription and New Health Products 
Database is not the correct term. 


e New Natural Health Product Database - New Natural Health Product Database is not the correct 
term. 


TAKEAWAY/KEY POINTS: 


The Natural and Non-prescription Health Products Directorate oversees all natural and non-prescription 
health products in Canada. 


REFERENCE: 


[1] Health Canada. Natural health products. Canada.ca. https://www.canada.ca/en/health- 
canada/services/drugs-health-products/natural-non-prescription.html 


The correct answer is: Natural and Non-prescription Health Products Directorate 


Which of the following statements is true? 


Select one: 
Ontario has the largest per capita healthcare costs ¥ 
Hospitals have the highest share of public healthcare costs ¥ 
Medications have the highest share of public healthcare costs ¥ 
Healthcare costs have remained stagnant since 2000 * 


TOPIC: Canadian Healthcare Systems 


LEARNING OBJECTIVE: 
To identify trends in health expenditures. 


BACKGROUND: 


Health expenditure is a measure of the costs of providing healthcare services. This may be measured per 
capita or compared province to province or territory. The territories have the highest health expenditure per 
capita. This is mainly due to the population being smaller and the geographical region larger than in other 
provinces. Health expenditures vary across provinces and territories and are trending upwards. Hospitals 
(25.1%), medications (13.99%), and physician services (13.5%) account for more than 50% of the total health 
spending (hospitals account for the largest share). Provincial and territorial government spending on health 
accounts for 75% of the total health expenditure. Private sectors finance Canada's health system as well and 
they are responsible for 25% of the total health expenditures. 


RATIONALE: 
Correct Answer: 


* Hospitals account for the highest portion of healthcare costs. - Hospitals account for the largest 
portion of healthcare costs. 


Incorrect Answers: 


© The territories have the highest per capita expenditure. - The territories have the highest health 
expenditure per capita, not necessarily the highest portion of healthcare costs. 


* Hospitals have the highest healthcare costs. - This is a misleading statement. Hospitals account for 
the highest portion of healthcare costs, but it's not the same as having the highest healthcare costs. 


* Healthcare costs have increased since 2000. - While healthcare costs may have increased, the 
question specifically asks for the current highest portion of healthcare costs 

TAKEAWAY/KEY POINTS: 

Hospitals account for the largest portion of healthcare costs. 
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(Question #: 37 


ID: 58474 


Notanswered 


[1] Canadian Institute for Health Information. National Health Expenditure Trends. 
httos://www.cihi.ca/en/national-health-expenditure-trends. 


The correct answer is: Hospitals have the highest share of public healthcare costs 


In referring to Health Canada, which of the following statements is true? 


Select one: 
It is a provincial agency that helps Canadians maintain and improve their health ¥ 
It is responsible for advertising certain drugs for sale ¥ 
It monitors health product advertising to ensure there is no misleading or false information Y 


Health Canada directs hospital funding for provinces and territories % 


TOPIC: Canadian Healthcare System 


LEARNING OBJECTIVE: 
To identify the roles and responsibilities of Health Canada. 


BACKGROUND: 


Health Canada is a federal agency that helps Canadians maintain and improve their health, Health Canada is 
engaged in many activities and, therefore, has numerous responsibilities. Health Canada sets the standards 
for product advertisement to ensure that information presented by advertisers is not false, misleading or 
deceptive. It should be noted that manufacturers can advertise their products voluntarily and don’t need to 
preclear their advertising materials or submit them to Health Canada. However, Health Canada ensures that 
advertisements are in compliance with the Food and Drugs Act (F&DA) and that the advertising is accurate, 
balanced, evidence-based, and does not expand upon or conflict with the Terms of Market Authorization 


(TMA). 


If an advertisement does not comply with F&DA or poses a risk to the public, the advertiser will be notified 
by a letter that the advertisement should be either corrected or withdrawn. Health Canada does not advertise 
drugs for sale but will monitor advertisements and ensure they are not misleading or providing false 
information. 


RATIONALE: 


Correct Answer: 


* It monitors health product advertising to ensure there is no misleading or false information - 
Health Canada also sets the standards for product advertisement to ensure that information presented 
by advertisers is not false, misleading or deceptive. 


Incorrect Answers: 


* Itis a provincial agency that helps Canadians maintain and improve their health - Health Canada is 
a federal agency that helps Canadians maintain and improve their health. Health Canada is engaged in 
many activities and, therefore, has numerous responsibilities. 


© It is responsible for advertising certain drugs for sale - Health Canada does not advertise drugs for 
sale. 


* Health Canada directs hospital funding for provinces and territories - Health Canada funds 
provinces and territories and it is up to these provincas/territories to budget their funding accordingly 
TAKEAWAY/KEY POINTS: 


Health Canada does not advertise for medications or health products but ensures there is no misleading 
information or false advertising that may mislead Canadian citizens. 


REFERENCE: 


[1] Health Canada. Activities and Responsibilities. http://www.hc-sc.gc.ca/ahc-asc/activit/index-eng.php. 
[2] Health Canada. Regulating Advertising of Health Products. http://www.he-sc.gc.ca/dhp- 
mps/pubs/medeff/_fs-if/2011-advert-publicite/index-eng php. 


The correct answer is: It monitors health product advertising to ensure there is no misleading or false 
information 


Health Canada is organized into different branches, each having its own roles and responsibilities. 


Which of the following is a branch of Health Canada? 


Select one: 
Public Health Agency of Canada * 


Pest Management Regulatory Agency ¥ 


Patented Medicines Prices Review Board * 
Canadian Institutes of Health Research % 


TOPIC: Canadian Healthcare System 


LEARNING OBJECTIVE: 
To understand the difference between the Health Portfolio and the subsets under Health Canada. 


BACKGROUND: 


The Minister of Health is responsible for maintaining and improving the health of Canadians. This is 
supported by the Health Portfolio which is composed of the following: 


© Health Canada 
© Public Health Agency of Canada 

* Canadian Food Inspection Agency 

* Patented Medicine Prices Review Board 


e Canadian Institutes of Health Research 


The Health Portfolio comprises approximately 12,000 full-time employees with an annual budget of over $3.8 
billion, Health Canada is part of the Health Portfolio and is composed of the following offices, bureaus, and 
branches: 

e Chief Financial Officer Branch 

* Health Products and Food Branch 

© Office of Audit and Evaluation 


* Controlled Substances and Cannabis Branch 


Corporate Services Branch 
* Departmental Secretariat 

* Communications and Public Affairs Branch 
* Legal Services 

* Pest Management Regulatory Agency 


© Healthy Environments and Consumer Safety Branch 


Regulatory Operations and Enforcement Branch 


Strategic Policy Branch 
* Opioid Response Team 


RATIONALE: 


Correct Answer: 


* Pest Management Regulatory Agency - Pest Management Regulatory Agency is a branch of Health 
Canada 


Incorrect Answers: 


* Public Health Agency of Canada - Public Health Agency of Canada is part of the federal Health 
Portfolio. 


e Patented Medicines Prices Review Board - Patented Medicines Prices Review Board is part of the 
federal Health Portfolio. 


e Canadian Institutes of Health Research - Canadian Institutes of Health Research (CIHR) is a part of the 
federal Health Portfolio. 


TAKEAWAY/KEY POINTS: 
Health Canada is part of the Health Portfolio under the federal government. 
REFERENCE: 


[1] Branches and Agencies. Government of Canada. http://www.he-sc.gc.ca/ahc-as¢/branch-dirgen/index- 
eng,php. 

[2] Health Portfolio. Government of Canada. https://www.canada.ca/en/health-canada/corporate/health- 
portfolio.html. 


The correct answer is: Pest Management Regulatory Agency 


Question #: 38 
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Brand name % 
Lot number Y. 


Product number % 


TOPIC: Drug Approval Process 


LEARNING OBJECTIVE: 


To identify Natural Health Product regulatory requirements. 


BACKGROUND: 


As per Natural Health Product Regulations, the following information must be included on the principal 
display panel, ie, primary display area such as the front of a box or bottle: 


© Primary brand name 
© Product Number 

e Dosage form 

© The word “sterile” and ‘stérile’ if the product is sterile 


e Net amount in the immediate container in terms of weight, measure, or number 


Some other labeling requirements on a non-primary display area include: 
e Name and address of the product license holder 
e Recommended route of administration 
© Lot# 
e Expiry date 
e Recommendation purpose, duration of use 
e Risk information 


* The common name of each ingredient 


Cautionary statements, etc. 


RATIONALE: 
Correct Answer: 


e Lot number - The lot number must be included on a label but it's not mandatory to place it on the 
primary display panel. 


Incorrect Answers: 
* Dosage form - The dosage form (ie., capsule) is required on the principle display panel. 
* Brand name - The brand name is required on a principal display panel. 


* Product number - Product Number (NPN or DIN-HM) is required on the primary display panel. 


TAKEAWAY/KEY POINTS: 
The lot number needs to be included on the label, but not necessarily on the principal display panel. 


REFERENCE: 


[1] Government of Canada. Guidance Document: Labelling of Natural Health Products. Date modified: 
December 16, 2022. Accessed February 23, 2023, Accessed June 2023 https://www.canada.ca/en/health- 
canada/services/drugs-health-products/natural-non-prescription/legislation-guidelines/guidance- 
documents/labelling.html 


The correct answer is: Lot number 


Question #: 39 


10: ss652 XYZ Company has developed a drug aimed at supporting immune health through herbal 


Notenswered supplementation. The product has undergone pre- ical studies and clinical trials to demonstrate its 
safety and efficacy. The company is now preparing to seek approval for marketing and sale. 
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Which regulatory body should XYZ Company submit their application to? 
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Select one: 
The Pharmaceutical Drugs Directorate (PDD) * 
The Natural Health Products Directorate (NHPD) % 
The Natural and Non-Prescription Health Products Directorate (NNHPD) Y 
The Non-Prescription Product Directorate (NPPD) * 


TOPIC: Drug Approval Process 


LEARNING OBJECTIVE: 
Approval process of Natural Health Products 


BACKGROUND: 


The Natural and Non-prescription Health Products Directorate (NNHPD) of Health Canada oversees the 
approval process of natural health products, non-prescription and disinfectant drugs. Natural health products 
(NHPs) are regulated under the Natural Health Products Regulations (NHPR) which govern their sale, 
manufacturing, packaging, labeling, importation, distribution, and storage. A Product License Application 
(PLA) is submitted to NNHPD for a review and includes information about medicinal ingredients, source, 
dose, potency, non-medicinal ingredients and recommended use. if the product meets all required standards 
of safety, efficacy and quality, a product license along with a Natural Product Number (NPN) or Homeopathic 
Medicine Number (DIN-HM) is issued. 


RATIONALE: 
Correct Answer: 


e The Natural and Non-Prescription Health Products Directorate (NNHPD) - The NNHPD regulates 
NHPs in Canada. 


Incorrect Answers: 


+ The Pharmaceutical Drugs Directorate (PDD) - The PDD regulates prescription drugs for human 
use. 


© The Natural Health Products Directorate (NHPD) - This Directorate no longer exists. 
e The Non-Prescription Product Directorate (NPPD) - This Directorate does not exist. 


TAKEAWAY/KEY POINTS: 


The Natural and Non-Prescription Health Products Directorate (NNHPD) regulates the safety, efficacy, and 
quality of NHPs available in the Canadian market. 


REFERENCE: 


[1] Natural Health Products Regulation, Health Canada. Accessed June 2023 
httos://www.canada.ca/en/health-canada/services/drugs-health-products/natural-non- 
prescription/regulation.htm| 


The correct answer is: The Natural and Non-Prescription Health Products Directorate (NNHPD) 


Public administration is best described as which of the following? 


Select one: 
Residents are insured through Federal healthcare services * 
Residents are covered for all medically necessary hospital and physician services % 
Provinces and territories may utilize government employees to provide healthcare services * 


Healthcare services must be carried out by a public authority on a non-profit basis ¥ 


TOPIC: Canadian Healthcare System 


LEARNING OBJECTIVE: 
To identify the five principles of the Canada Health Act. 


BACKGROUND: 


The Canada Health Act contains 5 conditions or principles that the provincial/territorial health insurance 
plans must respect in order to receive federal funding. The five conditions listed in the act are public 
administration, accessibility, comprehensiveness, universality, and portability. 


Public administration means that provincial insurance programs must be publicly accountable for the funds 
they spend. Provincial governments determine the extent and amount of coverage of insured services. 


Accessibility means that Canadians must have reasonable access to insured services without charge or paying 


deauctbles or co-pays. 


Comprehensiveness means that provincial health insurance programs must include all medically necessary 
services, The Canada Health Act defines comprehensiveness and medically necessary services “for the 
purpose of maintaining health, preventing disease, or diagnosing or treating an injury, illness or disability.” 


The Universality principle requires provincial health insurance programs to ensure that all insured persons 
have coverage based on uniform terms. 


Portability means that insured persons are covered by a provincial insurance plan during short absences from 
that province into other provinces or from Canada, If insured persons are temporarily absent in another 
province or territory, the portability criterion requires that insured services be paid at the host province's rate. 


If insured persons are temporarily out of the country, insured services are to be paid at the home province's 
rate, 


RATIONALE: 


Correct Answer: 


e Healthcare services must be carried out by a public authority on a non-profit basis - All 
administration of provincial health insurance must be carried out by a public authority on a non-profit 
basis. 


Incorrect Answers: 


e Residents are insured through Federal healthcare services - This does not describe public 
administration. 


© Residents are covered for all medically necessary hospital and physician services - This describes the 
principles of comprehensiveness. 


* Provinces and territories may utilize government employees to provide healthcare services - This 
does not describe public administration. 
TAKEAWAY/KEY POINTS: 


Public Administration requires healthcare to be administered and operated on a non-profit basis by a public 
authority that is accountable to the respective provincial and territorial governments. 


REFERENCE: 
[1] Canadian Health Care: Canada Health Act. http://www.canadian-healthcare.org/page2.html. 
The correct answer is: Healthcare services must be carried out by a public authority on a non-profit basis 
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